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LI S A

SUBJECT SUFFERED FROM PAIN AND SWELLING AROUND THE ANUS
SINCE 18NOV2020.THEREFORE, HE VISIT COLO-RECTAL SURGERY
DEPARTMENT OF KAOHSIUNG ARMED FORCES GENERAL
HOSPITAL.ANUS SHOWED NO BLOOD,NO TUMOR,ANAL ABSCESS AT
DIRECTION 10 O'CLOCK,ANAL FISTULA WAS DIAGNOSED.THUS,HE
ADMISSION ON 25N0OV2020-28NOV2020 FOR SURGERYT.ANAL
FISTULECTOMY AND HEMORRHOIDECTOMY WERE PERFORMED ON
26NOV2020.AFTER CONDITION STABLE,SUBJECT DISCHARGED ON
28NOV2020.
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On 21-Dec-2020, the patient experienced CTCAE grade three febrile neutropenia
(preferred term: febrile neutropenia). Fever of 38.5 degrees Celsius was noted on
21-Dec-2020, WBC (white blood cell count) was 550/ul and ANC (absolute
neutrophil count) was 313. The event became serious on 22-Dec-2020.
Durvalumab/Placebo, Cisplatin and Fluorouracil were temporarily stopped. The
patient recovered from the event on 11-Jan-2021. Follow-up of insignificant
information received by AstraZeneca/MedImmune on 11-Jan-2021: updated lab data
and narrative. Summary of follow-up information received by
AstraZeneca/MedImmune on 21-Jan-2021: outcome was changed from Recovering to
Recovered, stop date was provided, action taken with Durvalumab/Placebo, Cisplatin
and Fluorouracil was changed from Not applicable to Temporary stop.
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On 21-Dec-2020, the patient experienced CTCAE grade three febrile neutropenia
(preferred term: febrile neutropenia). Fever of 38.5 degrees Celsius was noted on
21-Dec-2020, WBC (white blood cell count) was 550/ul and ANC (absolute
neutrophil count) was 313. Due to fever, the patient was sent to emergency
department on 21-Dec-2020. The event became serious on 22-Dec-2020, therefore the
patient was hospitalized on the same day. Durvalumab/Placebo, Cisplatin and
Fluorouracil were temporarily stopped. Action taken with Radiation therapy was not
applicable. The patient recovered from the event on 11-Jan-2021 and was discharged
on the same day.Summary of follow-up information received by
AstraZeneca/MedImmune on 26-Dec-2021: updated company physician causality for
Cisplatin and Fluorouracil from'no’ to 'yes'. Corrected Report on 01-Feb-2021: Added
Radiation therapy as study treatment. Corrected centre ID.
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